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Dear Mr. Kahan, 

Department of Health,c@ted,~September 4, 1997, an additional letter ,frpm you-dated 
September 29, 1997, and another letter from tbe State of New York Dejxutment of Health 
dated October 26, 1999. 

Preemption of Device Requirements Under the 
Federal Food, Drug, and Cosmetic Act 

Section 521(a) of the Federal Food, Drug, and Cosmetic Act (2.l .JJ.S.C. 36bk(a)) 
provides that no Stats or lc@ government may establish or continue in effect a$*’ s ” 
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The New YortcRquiremiktS * . , 

You state &at New York:? regulation of Dermagraft-TeW as banked ~I.WVIII tjssue is 
preempted because it conflicts with FDA’s approval of this product as a device. YOU also 
state that certain specific provisions of New York’s law are preempted because they are 
different from, or in addition to, the requirements under the Act. 



2. N.Y. Pub. Health La& 43&(l) and 4360(l). Thge sections require the licensing of 
a %a&” or “storage fkcihty”, which procures, stores, .or arranges for the storage of 
nontranspht organs or tissue ffor transpl&kation, therapy, education, research, or 
ferti.hz&o+ &rposes,‘ i&@i& ‘&ito~ogous ~roced~+~~e,,.~T~~ provisions are general 
licensing r~~tiirementsthatt are: not preempted, be&%ethey are not specific to the device 
and,.therefore, &e riot r&$rements with respect to a device within the meaning of section 521 of tbesd;t(21 C.F.~ 8u8~i(d~(~~r m~,&&gy~~y& .& to date, 

established any’specifrc counterpart requirements for.this device withrespect. tokensing. 

3. N.Y. Camp. Codes R & Reg. Title 10, $52-2.. ‘l&s section sets out certain 
requirements .for tissue banks. 
a) 
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Appointing a tissue bask ,@ector. This requirement is got preempted because it is 
not specifk to .the ‘deviqq and, therefore, is not-a req&ement with rt%pect to a device 
within the meaningof x&ion $21 ofthe z&r. In &cIitioi~, FDA has not,.to date, 
established any specific counterpart requirements for this device with respect to 
appointing a tissue bank director. 
Recordkeeping. This requirement is not preempted because it is not specific to the 
device and, to date, FDA.has not established any specific counterpart requirements 
for this device with respect to recordkeeping. 
Donor selection. This requirement is not preempted because it .is not specific to.the 
device and, to date, FDA has not established any specific counterpart requirements 
for this device with respect: to donor selection. 
Specimen samples. Thja requirement is not preempted because it is not specific to the 
device and, to date, FDA has not established any specific counterpart requirements 6 
for this device with respect to specimen~samples. 
Instrummt maintenance and disposal techaigues..T.his requirement is not /’ 
preempted because it is not spe@k to the device and, to date, FDA has not 
established any specific counterpart requirements fir thjs device w%hie&ect .to ’ * 
instrument maintenance and deposal techniques. 
Tissue retrieval-transp&t, storage, and handling, This requirement is not 
preempted because it is not specific ‘to the device and, to date, FDA has not 
established any specific counterpart requirements for t&s device with respect to. tissue 
retrieval transport, storage, and handling. 

You also imply that several of the provisions listed above are in conflict with FDA’s 
Quality Systems Regulation (21 CFR Part 820). Howe&& Y&I have not shown, and we 
have not found, any specific conflict. 

4. N.Y. Public Health Law 6 4364(5& This section provides tbat.fees may be chkged 
only for services provided and costs related to the provjsion of services. In your request 
for art advisory opinion, you stated that this section prohibits the sale of tissue for 
valuable consideration and, therefore, is in conflict with FDA’s approval of the device for 
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Margaret M.’ Oc&$‘~ 

Food and Drug Admin 
Mail ‘Cdde HF-13 ’ ’ 

,~;. ., _l. 

5600 Fishers La& 
Rockville, MD 20857-1706 
By Fax: 301-594-6777 

Dear Ms. Dotrel: . 

The New York State Department of Health’s Blow! qyj Tissw? Fj+$qyrces,Prcgram is 
charged with regulatory oversight of tissue banks and nontranspiant anat&& banks.. The 
New York Sate statutory provision prohibiting the sate or transfer of tissue for valuable ,. 
consideration (Public Health Law §4364(5)) js not being interpreted as prohibiting a tissue 
bank from charging a fee for services rendered at a profit. Many for-profit entities are. 
licensed to operate in New York. Examples include skin banks such as Genzyme Tissue 
Repair, Collagenesis, Organogenesis, Ortec International, Advanced Tissue Sciences, 
Lifecell Corporation; cardiovascular tissue banks, such as CryoLife, Inc; musculoskeletal 
tissue banks, such as Osteoiech and Regeneration Technologies; and numerous 
reproductive tissue banks and umbilical cord blood banks. 

Please let me know if you require further information. Thank you. c 

Jeanne V. Linden, M-D.. M.P.H. 
Direct-- al--A --A 

.UI , DIUUU PIN Tiswe . 
Rest 3urces 

. 
dc: Judy L. Doesschate, Esq. 
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Peggy Dotzel phone (301) 827-3360 
fax (301) 594-6777 


